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Sir: 

This is paper is submitted in response to the Office Communication dated October 2, 
2003 in the above-identified application in which the Examiner issued a restriction requirement. 
The Examiner has required the selection of one of three groups of claims for prosecution in this 
application: 

Group I: claims 1 14-128 and 135-144, drawn to a method for identifying a candidate 
nucleic acid encoding a signal/transmembrane sequence; 
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Group II: claims 129, drawn to a method of identifying the function of a polypeptide 
having a signal/transmembrane sequence; and 

Group III: claims 130-134, drawn to a method of correlating the function of a nucleic 
acid or polypeptide having a signal/transmembrane sequence to a disease state or other 
physiological condition. 

The Examiner asserts that the inventions of Group I and II are unrelated. Specifically, 
the Examiner alleges that the outcome of the claims of Group I is the identification of a nucleic 
acid sequence that encodes an amino acid with the capacity to traverse biological membranes, 
and involves method steps where it is determined if such a sequence is encoded by the nucleic 
acid that is being tested. The Examiner alleges that the invention of Group II requires different 
method steps, wherein the function of a polypeptide having a signal sequence is determined. The 
Examiner further alleges that the function of each polypeptide has a different function and could 
be variegated. The Examiner alleges that these functions are clearly different from determining 
whether a polypeptide has the ability to traverse a biological membrane. Because these 
inventions allegedly have different functions and modes of operation, the Examiner asserts that 
they are patentably distinct. 

The Examiner asserts that the inventions of Group I and III are unrelated. The Examiner 
further alleges that the invention of Group III also requires different method steps from the 
invention of Group I and has a different function of a polypeptide having a signal sequence 
correlated to a disease condition. The Examiner further alleges that the determination of 
whether a particular protein is associated with a disease state results in an outcome that is 
different from the identification of a transmembrane sequence. The Examiner alleges that the 
invention of Group III requires different method steps such as the determination of a disease 

NY02:463908.1 
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state, for example the showing that there is a corresponding mutation on a gene encoding a 

protein with a transmembrane sequence. Because these inventions allegedly have different 

functions and modes of operation, the Examiner asserts that the inventions are patentably 

distinct. 

The Examiner also asserts that the inventions of Group II and III are unrelated. The 
Examiner alleges that the invention of Group II involves a determination of function for a 
polypeptide, requiring biochemical examination to associate the polypeptide with a particular 
activity. The Examiner alleges that the invention of Group III requires that one determine that a 
disease state is related to a mutation in a protein having a signal sequence. The Examiner alleges 
that the inventions utilize different method steps to arrive at different outcomes, e.g. the 
identification of a biochemical activity activity versus the correlation of disease state with a 
mutated transmembrane sequence containing protein. Because these inventions allegedly have 
different functions and modes of operation, the Examiner asserts that the inventions are 
patentably distinct. 

Furthermore, the Examiner alleges that the inventions have separate status in the art due 
to their different classification. The Examiner further allege that in instances where the 
classification are the same, the non-patent literature searches are not co-extensive, causing the 
searches to be burdensome. 

Applicant-respectfully4raverses.- There-are-two-criteria-for-a proper-requirement-for- - 

restriction between patentably distinct inventions: (A) The inventions must be independent (see 
MPEP § 802.01, § 806.04 and § 808.01) or distinct as claimed (see MPEP § 806.05 - § 
806.05(i)); and (B) There must be a serious burden on the Examiner if restriction is required (see 
MPEP § 808.02, § 806.04(a) - § 806.04(i), § 808.01(a), and § 808.02). The term "independent" 
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(i.e., not dependent) means that there is no disclosed relationship between the two or more 

subjects disclosed, that is, they are unconnected in design, operation, or effect. (Emphasis 

supplied, MPEP § 802.01). Moreover, MPEP § 803 states that "[i]f the search and examination 

of an entire application can be made without serious burden, the Examiner must examine it on 

the merits, even though it contains claims to distinct or independent inventions." (Emphasis 

supplied). 

Applicant submits that the inventions of Group I, II and III are not independent. The 
inventions of Group II and III are clearly connected to the invention of Group I. The steps 
comprising the method recited in the claims of Group I lead to the identification of a eukaryotic 
nucleic acid encoding a secreted protein. Applicants submit that the identification of the 
"candidate eukaryotic nucleic acid that encodes a polypeptide," as recited in claims 1 14, 
encompasses, not only a mere identification of the sequence of the polypeptide, but also includes 
an analysis of the function of the polypeptide. The requirement that the polypeptide be a 
secreted protein is one criteria used for the identification of the nucleic acid and its 
corresponding polypeptide comprising a signal sequence. The use of the secretory property in 
the identification of the candidate polypeptide does not preclude one from an additional related 
step of analyzing the function of the polypeptide. Accordingly, the analysis of whether the 
identified candidate polypeptide can be correlated to a disease condition is also encompassed by 
goal-of4dentifiying-a- 

signal/transmembrane sequence. All the inventions of Groups I, II and III share the common 
goal of identification of a candidate eukaryotic nucleic acid that encodes a polypeptide. Thus, 
applicant submits that the additional steps recited in inventions of Group II and III are clearly 
related to Group I and to each other. 
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In conclusion, Applicant asserts that the claims of Groups I-III are connected by a 
disclosed relationship and, therefore, should be examined together. Applicant further submits 
that the claims are connected by a single, searchable unifying relationship, and that the Examiner 
would not, therefore, be seriously burdened by searching and examining the claims of these 
groups in a single application. Accordingly, Applicant requests withdrawal of the restriction 
requirement. 

However, should the Examiner remain unpersuaded by Applicant's arguments regarding 
the relationship of the claims, Applicant elects Group I, with traverse, consisting of Claims 1 14- 
128 and 135-144, drawn to a method for identifying a candidate nucleic acid encoding a 
signal/transmembrane sequence. 
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CONCLUSION 

On the basis of the foregoing remarks, Applicant requests reconsideration and withdrawal 
of the rejection under 35 U.S.C. §121. Applicant respectfully submits that the claims on file are 
ready for examination and in condition for allowance. 



Respectfully submitted, 




Rochelle K. Seide 
Patent Registration No. 32,300 



Attorney for Applicants 

BAKER BOTTS L.L.P. 
30 Rockefeller Plaza, 44th Floor 
New York, New York 101 12 
(212) 408-2500 
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